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DETAILED ACTION 

Priority 

Claims 19 and 21 are given priority to patent application 09/799100 filed on 3/6/2001, as 
the subject matter is not found in the provisional applications disclosed. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 19-21 recites the limitation "the method according to claim 18" while there 
is no method of claim 18. There is insufficient antecedent basis for this limitation in the 
claim. 

3. Claims 19-21 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 21 72.01 . The omitted steps are unknown since there is lack of 
antecedent basis of the method. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. Claims 1 1-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
the combined teachings of Broudy et al. (US 5,489,516) and in view of Koubek et al. 
(Eur. J. Haematol. 1999, 63, 1-10) and Voisin et al. (US 4,340,535). 

6. Broudy et al. (5,489,516) discloses the method of purifying hematopoietic cells by 
exposing a mixture of cells to monoclonal antibodies coupled to a cytotoxic agent, such 
as radioisotope 125 l then separating cells that bind to the monoclonal antibody, such as 
lgG2a from those that do not and also for removing tumor cells (leukemia cells) by 
labeling them with a biotin, phycoerythrin, methotrexate, plant toxin (ricin) or 
fluoresceine isothiocyanate label (column 3, lines 24-26; column 6-7; column 2, lines 5- 
37; column 14, line 58; column 15, lines 1-8). The antibodies can be coupled to 
radioisotopes such as 212 Bi (example 7). The mixture of cells to be exposed to the 
monoclonal antibody can be bone marrow cells, blood cells, or tissue cells (column 6, 
lines 1-12). This method can be useful in inhibiting the growth or development of 
neoplastic cells and the dosage employed to a patient is varied based on the severity of 
the condition (column 7, lines 18-27; column 9, lines 4-17). Broudy et al. (5,489,516) 
does not teach of an antibody conjugate that selectively binds to CD123. 

7. Koubek et al. {Eur. J. Haematol. 1999, 63, 1-10) discloses the analysis of the 
reactivity of monoclonal antibodies against cells derived from patients with leukemia and 
lymphomas, such as non-Hodgkin's lymphoma and assays thereof (p1, paragraph 2; 
p2, patients). The pathological cells used were peripheral blood and bone marrow and 
the monoclonal antibodies used were IL-2R<x (p2, cells; p3, paragraph 2). 
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8. Voisin et al. (US 4,340,535) discloses the coupling of ricin with an antibody which 
is capable of recognizing a given antigen then the antibody conjugate was administered 
to mice that had been previously transplanted with lymphoma cells (abstract; column 
30, lines 49+) 

9. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art to combine the disclosure of a radiolabeled antibody and its method of 
separating leukemic progenitor cells from bone marrow cells by Broudy et al. 
(5,489,516) and its administration to patients to do the same with the disclosure of 
Koubek et al. (Eur. J. Haematol. 1999, 63, 1-10) of a CD123 specific antibody IL-2Ra 
and Voisin et al. (US 4,340,535) to determine the central role these cells play in 
generating and perpetuating human leukemic disease and define their biological 
properties. 

10. Claims 1 1-26 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Broudy et al. (5,489,516) in view of Lopez et al. (WO 97/24373). 

1 1 . Broudy et al. (5,489,516) discloses the method of purifying hematopoietic cells by 
exposing a mixture of cells to monoclonal antibodies coupled to a cytotoxic agent, such 
as radioisotope 125 l then separating cells that bind to the monoclonal antibody, such as 
lgG2a from those that do not and also for removing tumor cells (leukemia cells) by 
labeling them with a biotin, phycoerythrin, methotrexate, plant toxin (ricin) or 
fluoresceine isothiocyanate label (column 3, lines 24-26; column 6-7; column 2, lines 5- 
37; column 14, line 58; column 15, lines 1-8). The antibodies can be coupled to 
radioisotopes such as 212 Bi (example 7). The mixture of cells to be exposed to the 
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monoclonal antibody can be bone marrow cells, blood cells, or tissue cells (column 6, 
lines 1-12). This method can be useful in inhibiting the growth or development of 
neoplastic cells and the dosage employed to a patient is varied based on the severity of 
the condition (column 7, lines 18-27; column 9, lines 4-17). Broudy et al. (5,489,516) 
does not teach of an antibody conjugate that selectively binds to CD123. 

12. Lopez et al. (WO 97/24373) discloses a 7G3 monoclonal antibody that selectively 
binds CD123 and that may be suitable for treating myeloid leukemias, lymphomas, such 
as follicular B cell lymphomas (abstract; p6, lines 8-13). MoAb 7G3 antagonizes the 
proliferation of the leukemic cells (p2, lines 34+). Radioiodination of MoAb 7G3 and 
binding assays were performed for the analysis of binding curves (examples). 

13. At the time of the invention it would have been obvious to one ordinarily skilled in 
the art to combine the disclosure of a radiolabeled antibody and its method of 
separating leukemic progenitor cells from bone marrow cells by Broudy et al. 
(5,489,516) and its administration to patients to do the same with the disclosure of 
Lopez et al. (WO 97/24373) of a CD123 specific antibody MoAb 7G3 to inhibit the 
growth or development of neoplastic cells, determine the central role these cells play in 
generating and perpetuating human leukemic disease and define their biological 
properties. 



No claims are allowed at this time. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melissa Perreira whose telephone number is 571-272- 
1354. The examiner can normally be reached on 9am-5pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MP 

June 27, 2006 




